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1 The criteria and procedures for Depart-
ment approval of antigens and reagents may 
be obtained from the Animal and Plant 
Health Inspection Service, Veterinary Serv-
ices, Center for Veterinary Biologics, 510 
South 17th Street, Suite 104, Ames, IA 50010– 
8197. 

debarred participant shall be afforded 
notice of the bases for the debarment 
and opportunity to present his views 
with respect to the debarment in ac-
cordance with procedures adopted by 
the Official State Agency. The Official 
State Agency shall thereupon decide 
whether the debarment order shall con-
tinue in effect. Such decision shall be 
final unless the debarred participant, 
within 30 days after the issuance of the 
debarment order, requests the Admin-
istrator to determine the eligibility of 
the debarred participant for participa-
tion in the Plan. In such event the Ad-
ministrator shall determine the matter 
de novo in accordance with the rules of 
practice in 7 CFR part 50, which are 
hereby made applicable to proceedings 
before the Administrator under this 
section. The definitions in 7 CFR 50.10 
and the following definitions shall 
apply with respect to terms used in 
such rules of practice: 

(a) Administrator means the Adminis-
trator, Animal and Plant Health In-
spection Service of the U.S. Depart-
ment of Agriculture or any officer or 
employee to whom authority has here-
tofore been delegated or to whom au-
thority may hereafter be delegated to 
act in his stead. 

[36 FR 23112, Dec. 3, 1971, as amended at 38 
FR 3038, Feb. 1, 1973. Redesignated at 44 FR 
61586, Oct. 26, 1979, and amended at 47 FR 
21991, May 20, 1982; 67 FR 8468, Feb. 25, 2002] 

§ 145.14 Blood testing. 
Poultry must be more than 4 months 

of age when blood tested for an official 
classification: Provided, That turkey 
candidates under subpart D of this part 
may be blood tested at more than 12 
weeks of age; game bird candidates 
under subpart E of this part may be 
blood tested when more than 4 months 
of age or upon reaching sexual matu-
rity, whichever comes first; and os-
trich, emu, rhea, and cassowary can-
didates under subpart F of this part 
may be blood tested when more than 12 
months of age. Blood samples for offi-
cial tests shall be drawn by an Author-
ized Agent, Authorized Testing Agent, 
or State Inspector and tested by an au-
thorized laboratory, except that the 
stained antigen, rapid whole-blood test 
for pullorum-typhoid may be conducted 
by an Authorized Testing Agent or 

State Inspector. For Plan programs in 
which a representative sample may be 
tested in lieu of an entire flock, except 
the ostrich, emu, rhea, and cassowary 
program in § 145.63(a), the minimum 
number tested shall be 30 birds per 
house, with at least 1 bird taken from 
each pen and unit in the house. The 
ratio of male to female birds in rep-
resentative samples of birds from 
meat-type chicken, waterfowl, exhi-
bition poultry, and game bird flocks 
must be the same as the ratio of male 
to female birds in the flock. In houses 
containing fewer than 30 birds other 
than ostriches, emus, rheas, and casso-
waries, all birds in the house must be 
tested. 

(a) For Pullorum-Typhoid. (1) The offi-
cial blood tests for pullorum-typhoid 
shall be the standard tube agglutina-
tion test, the microagglutination test, 
the enzyme-linked immunosorbent 
assay test (ELISA), or the rapid serum 
test for all poultry; and the stained 
antigen, rapid whole-blood test for all 
poultry except turkeys. The procedures 
for conducting official blood tests are 
set forth in §§ 147.1, 147.2, 147.3, and 147.5 
of this chapter and referenced in foot-
note 3 of this section or in literature 
provided by the producer. Only anti-
gens approved by the Department and 
of the polyvalent type shall be used for 
the rapid whole-blood and tube aggluti-
nation tests. Each serial of tube anti-
gen shall be submitted by the antigen 
producer to the Department for ap-
proval upon manufacture and once a 
year thereafter as long as antigen from 
that serial continues to be made avail-
able for use. All microtest antigens and 
enzyme-linked immunosorbent assay 
reagents shall also be approved by the 
Department.1 

(2) [Reserved] 
(3) There shall be an interval of at 

least 21 days between any official blood 
test and any previous test with pul-
lorum-typhoid antigen. 

(4) [Reserved] 
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2 In making determinations of exposure, 
the State Inspector shall evaluate both evi-
dence proving that exposure occurred and 
circumstances indicating a high probability 
of contacts with: infected wild birds; con-
taminated feed or waste; or birds, equip-
ment, supplies, or persons from or exposed to 
flocks infected with S. pullorum or S. 
gallinarum. 

(5) The official blood test shall in-
clude the testing of a sample of blood 
from each bird in the flock: Provided, 
That under specified conditions (see 
applicable provisions of §§ 145.23, 145.33, 
145.43, 145.53 and 145.63) the testing of a 
portion or sample of the birds may be 
used in lieu of testing each bird. 

(6) Poultry from flocks undergoing 
qualification testing for participation 
in the Plan that have a positive reac-
tion to an official blood test named in 
paragraph (a)(1) of this section shall be 
evaluated for pullorum-typhoid as fol-
lows: 

(i) Serum samples that react on rapid 
serum test or enzyme-labeled 
immunosorbent assay test (ELISA), or 
blood from birds that react on the 
stained antigen, rapid whole-blood test 
for all birds except turkeys, shall be 
tested with either the standard tube 
agglutination test or the microaggluti-
nation test. 

(ii) Reactors to the standard tube ag-
glutination test (in dilutions of 1:50 or 
greater) or the microagglutination test 
(in dilutions of 1:40 or greater) shall be 
submitted to an authorized laboratory 
for bacteriological examination. If 
there are more than four reactors in a 
flock, a minimum of four reactors shall 
be submitted to the authorized labora-
tory; if the flock has four or fewer re-
actors, all of the reactors must be sub-
mitted. The approved procedure for 
bacteriological examination is set 
forth in § 147.11 of this chapter. When 
reactors are submitted to the author-
ized laboratory within 10 days of the 
date of reading an official blood test 
named in paragraph (a)(6)(i) of this sec-
tion, and the bacteriological examina-
tion fails to demonstrate pullorum-ty-
phoid infection, the Official State 
Agency shall presume that the flock 
has no pullorum-typhoid reactors. 

(iii) If a flock owner does not wish to 
submit reactors for bacteriological ex-
amination, then the reactors shall be 
isolated and retested within 30 days 
using an official blood test named in 
paragraph (a)(1) of this section. If this 
retest is positive, additional examina-
tion of the reactors and flock will be 
performed in accordance with para-
graph (a)(6)(ii) of this section. During 
this 30-day period, the flock must be 
maintained under a security system, 

specified or approved by the Official 
State Agency, that will prevent phys-
ical contact with other birds and as-
sure that personnel, equipment, and 
supplies that could be a source of pul-
lorum-typhoid spread are sanitized. 

(7) When S. pullorum or S. gallinarum 
organisms are isolated by an author-
ized laboratory from baby poultry, or 
from fluff samples produced by hatch-
ing eggs, the infected flock shall qual-
ify for participation in the Plan with 
two consecutive negative results to an 
official blood test named in paragraph 
(a)(1) of this section. A succeeding 
flock must be qualified for participa-
tion in the Plan’s pullorum-typhoid 
program with a negative result to an 
official blood test named in paragraph 
(a)(1) of this section. Testing to qualify 
flocks for Plan participation must in-
clude the testing of all birds in infected 
flocks and succeeding flocks for a 12- 
month period, and shall be performed 
or physically supervised by a State In-
spector; Provided, That at the discre-
tion of the Official State Agency, a 
sample of at least 500 birds, rather than 
all birds in the flock, may be tested by 
the State Inspector if it is agreed upon 
by the Official State Agency, the 
flockowner, and the Administrator. If 
the State Inspector determines that a 
primary breeding flock has been ex-
posed to S. pullorum or S. gallinarum, 2 
the Official State Agency shall require: 

(i) The taking of blood samples—per-
formed by or in the presence of a State 
Inspector—from all birds on premises 
exposed to birds, equipment, supplies, 
or personnel from the primary breeding 
flock during the period when the State 
Inspector determined that exposure to 
S. pullorum or S. gallinarum occurred.2 

(ii) The banding of all birds of these 
premises—performed or physically su-
pervised by a State Inspector—in order 
to identify any bird that tests positive; 
and 
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3 Procedures for the enzyme-linked 
immunosorbent assay (ELISA) test are set 
forth in the following publications: 

A.A. Ansari, R.F. Taylor, T.S. Chang, ‘‘Ap-
plication of Enzyme-Linked Immunosorbent 
Assay for Detecting Antibody to Myco-
plasma gallisepticum Infections in Poultry,’’ 
Avian Diseases, Vol. 27, No. 1, pp. 21–35, Janu-
ary-March 1983; and 

H.M. Opitz, J.B. Duplessis, and M.J. Cyr, 
‘‘Indirect Micro-Enzyme-Linked 
Immunosorbent Assay for the Detection of 
Antibodies to Mycoplasma synoviae and M. 
gallisepticum,’’ Avian Diseases, Vol. 27, No. 3, 
pp. 773–786, July-September 1983; and 

H.B. Ortmayer and R. Yamamoto, ‘‘Myco-
plasma Meleagridis Antibody Detection by 
Enzyme-Linked Immunosorbent Assay 
(ELISA),’’ Proceedings, 30th Western Poultry 
Disease Conference, pp. 63–66, March 1981. 

(iii) The testing of blood samples at 
an authorized laboratory using an offi-
cial blood test named in paragraph 
(a)(1) of this section. 

(8) All domesticated fowl, except wa-
terfowl, on the farm of the participant 
shall either be properly tested to meet 
the same standards as the partici-
pating flock or these birds and their 
eggs shall be separated from the par-
ticipating flock and its eggs. 

(9) All tests for pullorum-typhoid in 
flocks participating in or candidates 
for participation in the Plan shall be 
reported to the Official State Agency 
within 10 days following the comple-
tion of such tests. All reactors shall be 
considered in determining the classi-
fication of the flock. 

(10) Any drug, for which there is sci-
entific evidence of masking the test re-
action or hindering the bacteriological 
recovery of Salmonella organisms, 
shall not be fed or administered to 
poultry within 3 weeks prior to a test 
or bacteriological examination upon 
which a Salmonella classification is 
based. 

(11) When suitable evidence, as deter-
mined by the Official State Agency or 
the State Animal Disease Control Offi-
cial, indicates that baby or started 
poultry produced by participating 
hatcheries are infected with organisms 
for which the parent flock received an 
official control classification and this 
evidence indicates that the infection 
was transmitted from the parent flock, 
the Official State Agency may, at its 
discretion, require additional testing of 
the flock involved. If infection is found 
in the parent flock, its classification 
shall be suspended until the flock is re-
qualified under the requirements for 
the classification. Furthermore, the Of-
ficial State Agency may require that 
the hatching eggs from such flocks be 
removed from the incubator and de-
stroyed prior to hatching. When Sal-
monella organisms are isolated from a 
specimen which originated in a partici-
pating hatchery, the Official State 
Agency shall attempt to locate the 
source of the infection. The results of 
the investigation and the action taken 
to eliminate the infection shall be re-
ported by the Official State Agency to 
the Service. 

(b) For M. gallisepticum and M. 
synoviae: (1) The official blood tests for 
M. gallisepticum and M. synoviae shall 
be the serum plate agglutination test, 
the tube agglutination test, the 
hemagglutination inhibition (HI) test, 
the microhemagglutination inhibition 
test, the enzyme-linked 
immunosorbent assay (ELISA) test 3 or 
a combination of two or more of these 
tests. The HI test, the 
microhemagglutination inhibition test, 
and the ELISA test shall be used to 
confirm the positive results of other se-
rological tests. HI titers of 1:40 or less 
may be interpreted as equivocal, and 
final judgment may be based on further 
samplings and/or culture of reactors. 

(2) The tests shall be conducted using 
M. gallisepticum or M. synoviae anti-
gens approved by the Department or 
the Official State Agency and shall be 
performed in accordance with the rec-
ommendations of the producer of the 
antigen. 

(3) When reactors to the test for 
which the flock was tested are sub-
mitted to a laboratory as prescribed by 
the Official State Agency, the criteria 
found in § 147.6 of this chapter shall be 
used in determining the final status of 
the flock. 

(4) Any drug, for which there is sci-
entific evidence of masking the test re-
action or hindering the bacteriological 
recovery of mycoplasma organisms, 
shall not be fed or administered to 
poultry within three weeks prior to a 
test or bacteriological examination 

VerDate Aug<31>2005 08:40 Feb 27, 2008 Jkt 214028 PO 00000 Frm 00868 Fmt 8010 Sfmt 8010 Y:\SGML\214028.XXX 214028rf
re

de
ric

k 
on

 P
R

O
D

1P
C

67
 w

ith
 C

F
R



859 

Animal and Plant Health Inspection Service, USDA § 145.15 

upon which a Mycoplasma classifica-
tion is based. 

(c) For M. meleagridis. The official 
blood tests for M. meleagridis are speci-
fied in § 145.43(d)(2). 

(d) For avian influenza. The official 
blood tests for avian influenza are the 
agar gel immunodiffusion (AGID) test 
and the enzyme-linked immunosorbent 
assay (ELISA). 

(1) The AGID test must be conducted 
on all ELISA-positive samples. Posi-
tive tests by AGID or ELISA must be 
further tested by Federal Reference 
Laboratories. Final judgment may be 
based upon further sampling or culture 
results. 

(2) The tests must be conducted using 
antigens or test kits approved by the 
Department and the Official State 
Agency and must be performed in ac-
cordance with the recommendations of 
the producer or manufacturer. 

(Approved by the Office of Management and 
Budget under control number 0579–0007) 

[36 FR 23112, Dec. 3, 1971] 

EDITORIAL NOTE: For FEDERAL REGISTER 
citations affecting § 145.14, see the List of 
CFR Sections Affected, which appears in the 
Finding Aids section of the printed volume 
and on GPO Access. 

§ 145.15 Approved tests. 
(a) The procedures for the bacterio-

logical examination of poultry and 
poultry environments described in part 
147 of this subchapter are approved 
tests for use in the NPIP. In addition, 
all tests that use veterinary biologics 
(e.g., antiserum and other products of 
biological origin) that are licensed or 
produced by the Service and used as de-
scribed in part 147 of this subchapter 
are approved for use in the NPIP. 

(b) Diagnostic test kits that are not 
licensed by the Service (e.g., bacterio-
logical culturing kits) may be approved 
through the following procedure: 

(1) The sensitivity of the kit will be 
estimated in at least three authorized 
laboratories selected by the Service by 
testing known positive samples, as de-
termined by the official NPIP proce-
dures found in part 147 of this sub-
chapter. If certain conditions or inter-
fering substances are known to affect 
the performance of the kit, appropriate 
samples will be included so that the 

magnitude and significance of the ef-
fect(s) can be evaluated. 

(2) The specificity of the kit will be 
estimated in at least three authorized 
laboratories selected by the Service by 
testing known negative samples, as de-
termined by the official NPIP proce-
dures found in part 147 of this sub-
chapter. If certain conditions or inter-
fering substances are known to affect 
the performance of the kit, appropriate 
samples will be included so that the 
magnitude and significance of the ef-
fect(s) can be evaluated. 

(3) The kit will be provided to the co-
operating laboratories in its final form 
and include the instructions for use. 
The cooperating laboratories must per-
form the assay exactly as stated in the 
supplied instructions. Each laboratory 
must test a panel of at least 25 known 
positive clinical samples supplied by 
the manufacturer of the test kit. In ad-
dition, each laboratory will be asked to 
test 50 known negative clinical samples 
obtained from several sources, to pro-
vide a representative sampling of the 
general population. The identity of the 
samples must be coded so that the co-
operating laboratories are blinded to 
identity and classification. Each sam-
ple must be provided in duplicate or 
triplicate, so that error and repeat-
ability data may be generated. 

(4) Cooperating laboratories will sub-
mit to the kit manufacturer all raw 
data regarding the assay response. 
Each sample tested will be reported as 
positive or negative and the official 
NPIP procedure used to classify the 
sample must be submitted in addition 
to the assay response value. 

(5) The findings of the cooperating 
laboratories will be evaluated by the 
NPIP technical committee, and the 
technical committee will make a rec-
ommendation regarding whether to ap-
prove the test kit to the General Con-
ference Committee. If the technical 
committee recommends approval, the 
final approval will be granted in ac-
cordance with the procedures described 
in §§ 147.46 and 147.47 of this subchapter. 

[72 FR 1418, Jan. 12, 2007] 
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